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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
1 1/06/06 has been entered. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claims 31, 35, 36, 37, 48 and 53 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-5, 1 1, 12, 19- 
21, 24 and 25 of USPN 7,067,116 ('116), in view of USPN 6,923,981 ('981). Although 
the conflicting claims are not identical, they are not patentably distinct from each other 
because the '116 patent claims a consumable film comprising water soluble film such as 
pullulan; from about 0.01% to about 5% of at least one stabilizing agent; and active 
agent such as dextromethorphan, phenylephrine, and diphenhydramine. The '116 
patent does not explicitly teach the claimed stabilizing agent. 

However, the '981 teaches a consumable film comprising from about 0.01% to 
about 5% stabilizing agent selected from xanthan gum, locust bean gum, and 
carrageenan (claims 9 and 10). Thus, one of ordinary skill in the art would have been 
motivated to achieve the present consumable film given the claims of the '1 16 patent in 
view of the teachings of the '981 patent. 

Claims 31, 35, 36, 37, 48 and 53 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1 , 6, 7, 9 and 10 
of USPN 6,923,981 ('981), in view of USPN 7,067,116 ('116). The '981 patent claims a 
consumable film comprising water-soluble film form of pullulan, and from about 0.01% 
to about 5% stabilizing agent such as xanthan gum, locust bean gum, and carrageenan 
(claims 1, 6, 7, 9 and 10). The '981 patent does not teach active agent. 

However, the '1 16 patent teaches a consumable film made of pullulan comprising 
stabilizing agent, and cooling agent (claims 1 and 19). The film is suitable to deliver 
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active agents such as dextromethorphan, phenylephrine, and diphenhydramine (claim 
20, 21 and 24). Thus, one of ordinary skill in the art would have been motivated to 
prepare a consumable film of the '981 patent for the delivery of active agents in view of 
the teaching of the '1 16 patent to obtain the claimed invention, because the '1 16 patent 
teaches consumable film made of pullulan is useful for the delivery of pharmaceutical 
active agent, and because the '116 patent teaches the inclusion of active agent in a 
consumable film is known in the art. 

Claims 31 , 35, 36, 37, 48 and 53 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 6, 7, 9 and 10 
of USPN 6,596,298 ('298), in view of USPN 7,067,1 16 ('116). The '298 patent claims a 
consumable film comprising water-soluble film form of pullulan, and from about 0.01% 
to about 5% stabilizing agent such as xanthan gum, locust bean gum, and carrageenan 
(claims 1 and 6-8). The '298 patent does not teach active agent. 

However, the '1 16 patent teaches a consumable film made of pullulan comprising 
stabilizing agent, and cooling agent (claims 1 and 19). The film is suitable to deliver 
active agents such as dextromethorphan, phenylephrine, and diphenhydramine (claim 
20, 21 and 24). Thus, one of ordinary skill in the art would have been motivated to 
prepare a consumable film of the '298 patent for the delivery of active agents in view of 
the teaching of the '1 16 patent to obtain the claimed invention, because the '116 patent 
teaches consumable film made of pullulan is useful for the delivery of pharmaceutical 
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active agent, and because the '1 16 patent teaches the inclusion of active agent in a 
consumable film is known in the art. 

Claims 31, 35 and 48 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 7, 8, 10-13, 18 
and 19 of copending Application No. 10/423,735 (735). Although the conflicting claims 
are not identical, they are not patentably distinct from each other because copending 
application '735 claims a consumable film comprising antitussive agent, pullulan, and 
from about 0.01% to about 5% stabilizing agent such as xanthan gum, locust bean gum, 
and carrageenan (claims 1, 7 and 8). Antitussive agent includes dextromethorphan 
(claims 10 and 11). Accordingly, copending application '735 discloses the claimed 
consumable film. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 52 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. 
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Claim 52 recites the limitation "said famotidine" in line 1 . There is insufficient 
antecedent basis for this limitation in the claim. Neither claim 49 nor claim 50, in which 
claim 52 depending in, recites the limitation "famotidine". The active agent in claims 49 
and 50 is dextromethorphan. 

Claim Rejections - 35 USC § 103 

Claims 31, 34-38, 48 and 53-55 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Shaw et al. US 4,843,098, in view of Hijiya et al. US 3,784,390 and 
Saito et al. JP 404117242 (abstract). 

Shaw teaches an ingestible delivery system comprising gel matrix material, drug, 
and hydrocolloid (stabilizer) (abstract; column 6, lines 49-57; and column 7-32). Drug 
includes anti-tussive, antihistamine, decongestant, analgesic, expectorants, anti- 
diarrheal, gastrointestinal sedative, and the like (column 4, lines 43 through column 5, 
lines 1-15). Hydrocolloid (stabilizing agent) includes natural and modified gums (column 
6, lines 3-10). Amount of hydrocolloid is from about 0.25%, and preferably from about 
0.75% to about 3% (column 6, lines 11-14). Shaw further teaches the ingestible system 
is formulated into pharmaceutical dosage form, preferably dissolvable dosage forms 
suitable for sublingual or buccal administration (column 7, lines 1-7). 

Shaw does not explicitly teach the use of pullulan. 

Hijiya teaches a rapidly dissolve edible film or sheet comprising pullulan 
(abstract; column 1 , lines 49-67; and column 2, lines 29-37). Hijiya further teaches the 
edible film is useful in pharmaceutical art (abstract). Thus, it would have been obvious 
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to one of ordinary kill in the art to modify the orally dissolvable dosage form of Shaw 
using the pullulan edible film in view of the teaching of Hijiya to obtain the claimed 
invention. This is because Hijiya teaches pullulan film exhibits valuable properties 
useful in pharmaceutical art, e.g., transparent, colorless, odorless, masking taste, and 
storage stable (column 1 , lines 29-63; and column 3, lines 33-65), because Hijiya 
suggests mixing pullulan with water-soluble film forming agent, because Shaw teaches 
the use of gel forming material, and because Shaw teaches the desirability of obtaining 
a palatable dissolvable dosage form that has pleasant taste to encourage patient 
compliance with a recommended therapy (column 1, lines 15-22). 

Shaw further does not explicitly teach hydrocolloid such as xanthan, locust bean, 
or carrageenan. However, Saito teaches natural gum includes xanthan and guar gums 
(abstract). Thus, it would have been obvious to one of ordinary skill in the art to select 
xanthan or guar gum as a hydrocolloid in view of the teaching of Saito, because Shaw 
teaches hydrocolloid includes natural gums. 

Claims 39-41 and 49-52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Shaw et al. US 4,843,098, in view of Hijiya et al. US 3,784,390 and 
Saito et al. JP 4041 17242 (abstract) and Nilsen et al. US 5,885,594. 

Shaw is relied upon for the reason stated above. Shaw does not expressly teach 
the specific drugs recited in claims 39-41 . 

Nilsen teaches an oral composition having enhanced mouth-feel comprising 
drugs including loperamide, omeprazole, and famotidine (column 9, lines 61 through 
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column 1 1 , lines 1-22). Thus, it would have been obvious to one of ordinary skill in the 
art to modify the oral dosage form of Shaw to include drugs in view of the teaching of 
Nilsen, because Shaw teaches a delivery device suitable for a wide variety of drugs 
including anti-diarrheal, and gastrointestinal agents. 

Regarding the dosage amount of each drugs, it is noted that differences in 
amount will not support the patentability of subject matter encompassed by the prior art 
unless there is evidence indicating such amount is critical. W]en the general conditions 
of a claim are disclosed in the prior art, it is not inventive to discover the optimum or 
workable ranges by routine experimentation. In re Alter, 220 F.2d 454, 456, 105 USPQ 
233, 235 (CCPA 1955). Thus, one of ordinary skill in the art would have been motivated 
to select the claimed dosage amount of drugs for the desired treatment, because the 
drugs recited in the claims are well known drugs, and because the cited prior arts teach 
the use of the same drugs for the same treatment. 



Response to Arguments 

Applicant's arguments filed 11/06/06 have been fully considered but they are not 
persuasive. 

The final office action dated 08/30/06 stated that the "obviousness double 
patenting rejection has been withdrawn in view of applicant's argument on page 1 of the 
Remarks, dated 06/21/06" (see page 4, last paragraph). However, a closer examination 
of this application indicated that the obviousness double patenting rejection should have 
been maintained for the reasons stated in the double patenting rejections above. The 
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Remarks filed 06/21/06 stated that "submit herewith a terminal disclaimer over '298 and 
'981 . This should obviate the Examiner's rejection". Nonetheless, it appears that there 
was no terminal disclaimer filed over the '298 and the '981 patents. 

The 103(a) rejections over Awamura et al. have been withdrawn because the 
priority date of this patent, which is the publication date of the WO 99/17753 (04/1 5/99), 
is after the priority date of the present application (SN 60/101798 filed 09/25/98). 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on M-F 6:00 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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